MI/IHI/ICTEPCTBO 3}IPABOOXPAHEHI/I}I
POCCI/II/ICKOI/I OEJEPALTMNA

ICTeYeHHst CPOKA JIeiiCTBHS
TPALHOHHOIO Y10CTOBEPEHMUSE:

AT NOATBEPKACHHS PErHCTPALNH
nepeperucTpaunn):
Jlata BHeceHUs H3MeHeHMii

ﬂepeod)opmeunﬂ) B PErHCTPALOHHOE
0CTOBEpeHHE:

2 perncTpaunn B pecbepemnom

Poccuiickoii ®enepatun

(rocynapctso — unen Epasuiickoro 3KOHOMymeckbro Z:b}o'sa) :

I/IHdJopmaum 0 3apemcrpnpoaaHH0M nexapc*rseunom npenapare




Crpanuua 2 perucrpauronHoro yaocroeperus Ne JIIT-Ne(001355)-(PI'-RU)

turana quokcua E171, sxenatun], yepania [wennak,
KpacuTesb xKeie3a okcua uepHsiii E172])

14 | Cpok rogHocTH: 4 rona

Hudopmaiwst 0 MPOU3BOAKTENE IeKAPCTBCHHOTO Npenapara (Ha3saHus ¥ afpeca NPOU3BOACTBEHHBIX MUIOANOK, I
YHACTBYIOLIUX B POLIECCE MPOU3BOACTRA JIEKAPCTBEHHOTO Npenapara)
‘ Ne | Craanst npousBojacTBa | Hazpanue oprannsanun Anpec MPOU3BOACTBEHHOH NJIOWAAKY i
| it (BCe y9acTHUKH
I TPOH3BOACTBEHHOTO
i npouecca)
\}‘ SR 1| TIpoussoacteo rotosoi | [Tateon WHk., Kanana / Patheon 2100 Cunrexc Kopt, Muccuccora,
}\;11‘ R nekapcTBeHHOM dopmbl | Inc., Canada Onrtapuo L5SN 7K9, Kanana / 2100 Syntex
(i Court, Mississauga, Ontario L5N 7K9, Al
Canada i
‘ = |2 |IepBuuHas yrakoBka ©. Xopdmann-Jis Porr JITa., Biopmucser, 4303 Kaiizepayrer,
Uiseiitapus / F. Hoffmann-La [liBeiiapust / Wurmisweg, 4303
Roche Ltd, Switzerland Kaiseraugst, Switzerland
3 | BropuuHas ynakoBka @. Xobdmann-JIa Pow JiTa., Biopmucaer, 4303 Kaitsepayrcr,
[Ipefiuapus / E. Hoffmann-La Lpetinapus / Wurmisweg, 4303
Roche Ltd, Switzerland Kaiseraugst, Switzerland
4 | Beinyckatoluii ®. Xopdmann-Jls Pomr Jltx., Bropmucser, 4303 Kaitzepayrer, ‘
= KOHTPOJIb KauecTBa [1seituapus / F. Hoffmann-La I1setitapus / Wurmisweg, 4303 Al
I L Roche Ltd, Switzerland Kai§§r@gg§t, Switzerland 4303 Il

Hepsbiii 3amecTute/ i MuHHCTpA




